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Information Collection Request
Section 1: Part A of the Supporting Statement

1. Identification of the Information Collection
1(a) Titleof theInformation Collection

EPA Laboratory Quaity Assurance Evauation Program for Analysis of Cryptosporidium under the
Safe Drinking Water Act

OMB Number: 2040 - NEW
U.S. EPA Tracking Number: 2067.01

1(b)  Short Characterization

The U.S. Environmental Protection Agency (EPA) is proposing a Laboratory Quality
Assurance Evauation Program for Andlysis of Cryptosporidium under the Safe Drinking Water Act
(Laboratory QA Program). This voluntary program appliesto public and private laboratories that
andyze water samples for Cryptosporidium. The program will help ensure thet laboratories meet the
qudity assurance and qudity control criteria of EPA Method 1622 and EPA Method 1623 (EPA,
20013, 2001b) when using these methods for the determination of the identity and concentration of
Cryptosporidium in source weter by filtration, immunomagnetic separation (IMS), and
immunofluorescence assay (FA) microscopy.. In addition, the program will assist in determining
capacity at |aboratories to support monitoring under the Long Term 2 Enhanced Surface Water
Trestment Rule (LT2ESWTR).

Information collection activities required under the Lab QA Program include: a laboratory
participation application; initial performance testing (1PT) results, an on-Site evaluation of |aboratory
performance and data quaity; and ongoing performance testing (OPT) results. All materids are being
collected by the Office of Ground Water and Drinking Water (OGWDW). This information collection
will provide EPA with data to verify that the laboratories are capable of producing reliable data from
the andyssof Cryptosporidium using EPA Method 1622 and EPA Method 1623.

The information collection will involve approximately 60 laboratories (20 laboratories per year)
at atota cost of gpproximately $236,980, or 4347 labor hours annually. The estimated total Agency
burden, including contractual cogts, is estimated at $71,210, or 3399 labor hours annually (Appendix
D).



2. Need For and Use of the Collection
2(a) Need/Authority for the Collection

The information collection is needed by EPA to support the Cryptosporidium data gethering
activitiesthat will be required under the LT2ESWTR. The Laboratory QA Program is being proposed
in advance of the LT2ESWTR because the Cryptosporidium laboratory evauation program must bein
place and operationa before the implementation of the LT2ESWTR. In addition, EPA plans to propose
under the LT2ESWTR that drinking water plants monitoring their source waters for Cryptosporidium
prior to rule implementation may gpply to have these data “ grandfathered.” Implementing the
Laboratory QA Program as soon as possible will help ensure that qudified laboratories are available to
drinking water plants that are interested in pursuing this option.

2(b) Practical Utility/Users of the Data

Information collected under the Laboratory QA Program will be used by EPA to verify that
Cryptosporidium occurrence data are generated by qualified |aboratories that can perform the
andyses acceptably. Use of qudified |aboratories for source water monitoring by drinking water utilities
will help ensure that the data collected are of known and reliable quality. Data quaity could potentidly
be compromised in the absence of a program such as the Laboratory QA Program.

A lig of laboratories meeting the evauation program criteriawill be made available to the public
and will provide aresource to aid drinking water utilities (and othersinterested in monitoring water for
Cryptosporidium occurrence for the protection of public hedth) in sdlecting aquadified andytica
laboratory. Successful participation in the voluntary Laboratory QA Program aso will quaify
laboratories to analyze samples for Cryptosporidium monitoring programs requiring sample analyses
only by qudified |aboratories.

3. Non-duplication, Consultations, and Other Collection Criteria
3(a) Non-duplication

The information requested from the respondents under this ICR is not available from other
sources. The information requested will be used to assess the current ability of alaboratory to reigbly
andyze Cryptosporidium in water using EPA Method 1622 and EPA Method 1623. Information
submitted for previous programs, such as the Information Collection Rule, would not be applicable
because older andytica methods were used and qudity control requirements were different. The
determination that this information by collected is not available from other sources was made by the
Office of Ground Water and Drinking Water Technical Support Center (TSC), who will be
adminigtering the Laboratory QA Program, and TSC's contractors, both of which have worked
closely since 1996 with the limited community of cgpable laboratories that will be affected by this



information collection
3(b) Public Notice Required Prior to ICR Submission to OMB

A copy of the Federal Regigter (67 FR 9731, March 4, 2002) notice which announces EPA’s
proposed Lab QA Program and requests public comment on the ICR (prior to submitting the ICR to
the Office of Management and Budget (OMB)) is attached in Appendix A.

3(c) Conaultations

EPA conducted meetings with representatives of the drinking water treatment industry and the
community of |aboratories expected to seek EPA recognition under the Laboratory Qudity Assurance
Evauation Program in Cincinnati, OH, on January 23 and March 12-13, 2001, and in Washington,
DC, on February 13-14, 2001. EPA presented and discussed draft plans for the [aboratory evaluation
program at these meetings and sought input from the drinking water utility and laboratory
representatives that attended these mestings.

3(d) Effectsof LessFrequent Collections

Under the Laboratory QA Program, EPA plans on requiring laboratories to analyze single-blind
OPT samplesthree times per year. This frequency is the minimum necessary to enable EPA to
independently verify that |aboratories continue to perform in a acceptable manner. Less frequent OPT
samples would not sufficiently capture alaboratory’ s performance over time. Laboratories will be
required to report OPT results within 15 days of analyss. Reporting OPT sample results &t this
frequency alows EPA to respond in atimey manner to any problems the |aboratory may be having
with anadlyssof Cryptosporidium in water.
3(e) General Guidelines

The Laboratory QA Program adheresto al of OMB’s generd guidelines for information
collection.

3(f) Confidentiality

The Laboratory QA Program does not ask any confidential or sensitive questions.
4. The Respondents and the Information Requested
4(a) Respondents/SIC Codes

Thefollowing isalist of SIC codes associated with laboratories affected by the requirements of
thisICR:



8734 - Services Testing Laboratories

4(b) Information Requested

(i) Dataltems

Report on:

Laboratory participation gpplication information

Initid performance testing (IPT) data

Ongoing performance testing (OPT) data

Documentation of corrective actions taken in response to any deficiencies noted during
the on-gte evauation

Maintain:

IPT data
OPT data

(i) Respondent Activities

Completing laboratory participation application (1 time only)

Anayzing IPT samples (set of 8 samples, 1 time only per method version) and reporting
IPT data

Anayzing OPT samples (set of 3 samples, 2 timefirgt year only, 3 times per year, per
method version) and reporting OPT data

Hogting on-site evaduation (1 time only)

Note: During the first year that alaboratory participates in the program, the laboratory will analyze one
st of IPT samples and two sets of OPT samples. During the second and third years of participation
they will analyze three sats of OPT samples.

5. The Information Collected - Agency Activities, Collection M ethodology, and I nfor mation

M anagement

5(@) Agency Activities
Agency activities associated with the OGWDW' s Laboratory QA Program consist of the

following:

. Developing and maintaining a database to review, store, and report on laboratory evauation
data (1 time only)

. Deveoping and digtributing |aboratory participation gpplication materids (1 time only)

. Reviewing laboratory participation applications and notifying laboratories of application status

(1 time per |aboratory)



. Preparing and distributing 1PT samples (1 time per [aboratory)

. Tracking receipt of and reviewing IPT data (1 time per laboratory)

. Deveoping checklisgts for on-ste evauation of laboratories (1 time only)

. Conducting on-site evauations of the laboratories seeking EPA recognition of laboratory
capability and reporting on the results of these on-gte evaluations (1 time per laboratory)

. Preparing and digtributing OPT samples (2 timesfirgt year only, 3 times per year, per
[aboratory)

. Tracking receipt of and reviewing OPT data and entering the data into a database (2 times first
year only, 3 times per year, per laboratory)

. Developing, generating, and distributing reports on laboratory status (3 times per year)

5b) Collection Methodology and M anagement

Laboratories interested in obtaining EPA recognition of laboratory capability to perform
anadyses using EPA Method 1622 and EPA Method 1623 should submit applications to EPA. EPA
will evauate the applications for completeness and compare the information to the recommended
criteria goecified in the Federal Register Notice (67 FR 9731, March 4, 2002). During on-site
evauations, EPA will evauate |aboratories performance of the methods, as well as laboratories’ data
recording and quaity control practices usng standardized checkligts.

IPT and OPT datawill be reviewed againgt the requirements of Method 1622/1623 and the
recommended criteria specified in Federal Regigter Notice (67 FR 9731, March 4, 2002). Data for the
IPT and OPT samples will be entered into and stored in a QC database with automated data review
and calculation functions. Automating data review functions reduces resources required for data review
and ensures that al samples are reviewed in a consstent manner.

5() Small Entity Flexibility

The Laboratory QA Program isavoluntary program; any entity that believes this program will
impose undue burden is not required to participate in the Laboratory QA Program. Laboratories will
dill be ale to analyze Cryptosporidium in water for any purpose where evaluation of |aboratory

capability is not required.

Small businesses are defined as any business that is independently owned and operated and not
dominant in itsfied as defined by the Small Business Adminigtration (SBA) regulations under Section 3
of the Smdl Busness Act.

Small businesses may opt to seek EPA recognition of |aboratory capability to perform
Cryptosporidium water analyses using only one verson of EPA Method 1622 and EPA Method 1623
and reduce the burden associated with participation in the Laboratory QA Program.

5d) Coallection Schedule



The Laboratory QA Program is avoluntary program. No laboratories are required to
participate or submit any information.

Any laboratory wishing to participate in the Laboratory QA Program may submit an application
for laboratory participation at any time. After the laboratory application has been evauated by EPA
and found to be acceptable, EPA will provide the laboratory with IPT samples. The laboratory will
submit IPT sample data to EPA within 15 days of receipt of the IPT samples. After successtul
completion of the IPT samples, the laboratory will receive a set of OPT samples every four months.
Datafor these samples will aso be submitted within 15 days of receipt of the OPT samples.

6. Estimating the Burden and Cost of the Collection
6(a) Estimating Respondent Burden

Bdow are summaries of respondent burden hours for this information collection. EPA consulted
with fewer than nine respondents from the community of laboratories that may voluntarily apply for
EPA recognition of laboratory capability to perform Cryptosporidium andyses usng EPA Method
1622 and EPA Method 1623 to obtain burden hour estimates. For specific burden breakdowns, refer
to the Laboratories Seeking Approval for One Method and Laboratories Seeking Approval for
Two Methods burden tablesin Appendix B.

Laboratories may seek EPA recognition of laboratory capability for each verson of EPA
Method 1622 and EPA Method 1623 that they wish to use for field sample monitoring. Therefore,
laboratories seeking EPA recognition of laboratory capability to perform Cryptosporidium anayses for
one method version incur different burden hours and costs than |aboratories seeking EPA recognition
for two versons of the method. Hence, there are separate burden tables for |aboratories seeking EPA
recognition for one method (Table 1, Appendix B) and laboratories seeking EPA recognition for two
methods (Table 2, Appendix B). EPA estimates that 40 |aboratories will seek EPA recognition for one
method and 20 laboratories will seek EPA recognition for two methods.

EPA assumesthat not al laboratories that seek EPA recognition will actually be approved due
to laboratories failing to meet the criteria of the Lab QA Program specified in the Federd Register
Notice (67 FR 9731, March 4, 2002). If alaboratory is not approved, they will not receilve OPT
samples. For these tasks, EPA estimates that there will be 30 laboratories for one-method approval
and 15 laboratories for two-method approval (Appendix B).

Laboratories will submit only one gpplication, regardiess of the number of method versons for
which they seek EPA recognition. The laboratory participation application requires the following: 1)
completing the application form and a sdf-audit checklist; 2) providing resumes for each staff member
seeking EPA recognition under the program; 3) providing copies of existing laboratory procedures for
each verson of the method for which the laboratory is seeking EPA recognition; and 4) providing the



results of initial demongtration of cagpability data for each verson of the method for which the laboratory
is seeking EPA recognition. Since laboratories only have to submit the application one time, the number
of laboratories expected to submit gpplications were evenly distributed over athree year-period to
estimate burden hours and cogts per year (e.g., laboratories seeking approva for one method, 40
|aboratories/3 years = approximately 13 labs/year; |aboratories seeking approva for two methods, 20
laboratories/3 years = approximately 7 laboratories per year). Burden hours and costs associated with
submitting the completed application package for the laboratories gpplying for EPA recognition of one
method are estimated at 173 labor hours per year. Burden hours associated with submitting the
completed gpplication package for the laboratories gpplying for EPA recognition of two-method
versons are estimated at 107 [abor hours per year (Appendix B).

Each laboratory will andyze a separate set of |PT samples (8 samples per set) for each version
of the method for which they are seeking EPA recognition. The burden for this task includes dl 1abor
associated with the actual process of andyzing and documenting the data for each set of IPT samples.
Since |aboratories only have to analyze a set of IPT samples once, the number of |aboratories expected
to andyze IPT samples were evenly distributed over a 3-year period to estimate burden hours per year
(Appendix B). Burden hours for al |aboratories analyzing one set of IPT samples (for one method
version) are estimated at 533 labor hours per year. Burden hours for al [aboratories analyzing two sets
of IPT samples (for two method versions) are estimated at 533 labor hours per year (this represents
twice the samples as the one-method |aboratories, but amost half the number of |aboratories)

(Appendix B).

Each laboratory seeking EPA recognition of |aboratory capability under the Laboratory QA
Program will undergo one on-site evauation, regardless of the number of methods for which the
laboratory seeks EPA recognition. However, this evauation may require alonger amount of timeif the
laboratory requests recognition for more than one method version. The burden hours associated with
this task include time required to attend short briefings by the auditors before and after the audit,
demondtrate the techniques for the methods for which they are seeking EPA recognition, participate in
discussions with the auditors, and respond to any deficiencies noted in the audit report. Since
laboratories will only undergo an on-site eval uation one time, the number of [aboratories expected to be
evauated were evenly distributed over athree year period to estimate burden hours per year (e.g.,
laboratories seeking approva for one method = 40 laboratories/3 years = approximately 13 labslyear;
|aboratories seeking approva for two methods = 20 laboratories/3 years = approximately 7
|aboratories per year). Burden hours associated with the on-site evauation for dl laboratories gpplying
for EPA recognition of one method version are estimated at 333 labor hours per year. Burden hours for
al |aboratories applying for laboratory capability recognition of two method versions are estimated at
207 labor hours per year (Appendix B).

L aboratories gpproved to participate in the program will andyze a set of OPT samples (3
samples per set) every four months for each method for which they are seeking EPA recognition. The
burden estimates associated with this task include dl labor associated with the actud process of
andyzing and documenting the data for each set of OPT samples. During the first year of participation
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in the Laboratory QA Program, laboratories will andyze two sets of OPT samples (plus one et of IPT
samples) for each method verson. During the second and third years of participation laboratories will
andyze three sets of OPT samples (no IPT samples). The burden hours and costs in the burden tables
(Appendix B) are listed separately for the first year and for the second and third years. Burden hours
for dl laboratories andyzing one set of OPT samples every four months (for one method version) are
estimated at 1230 labor hours per year. Burden hours and costs for dl laboratories using two method
versons (which require two sets of OPT samples every four months) are estimated at 1230 labor hours
(this represents twice the samples as the one-method |aboratories, but amost half the number of
laboratories).

6(b) Estimating Respondent Costs

Below are summaries of the cogs for thisinformation collection. EPA consulted with fewer than
nine respondents from the community of laboratories that may voluntarily gpply for EPA recognition of
laboratory capability to perform Cryptosporidium anayses usng EPA Method 1622 and EPA
Method 1623 to obtain labor and operations and maintenance (O& M) cost estimates, which include
overhead costs. For specific cost breakdowns, refer to the Laboratories Seeking Approval for One
Method and Laboratories Seeking Approval for Two Methods tablesin Appendix B.

It is assumed that the laboratories wishing to participate in this program are aready performing
one or two versions of either EPA Method 1622 and EPA Method 1623 for the andysis of
Cryptosporidium and dready have the necessary equipment to perform the analys's, therefore no
capital or startup costs were included in the cost estimates. For each task total costs were based on
the combined labor and O&M costs for that task.

Cryptosporidium andyses for one method version incur different costs than laboratories
seeking EPA recognition for two versons of the method. Hence, there are separate tables for
laboratories seeking EPA recognition for one method and laboratories seeking EPA recognition for two
methods. EPA estimates that 40 laboratories will seek EPA recognition for one method and 20
laboratories will seek EPA recognition for two methods.

Respondent costs associated with submitting the completed application package for the
laboratories applying for EPA recognition of one method is $5,760 per year (13 respondents/year).
Costs associated with submitting the completed application package for the |aboratories applying for
EPA recognition of two-method is estimated cost of $3,820 per year (7 respondentslyear) (Appendix
B).

Respondent costs associated with analysis of IPT samples (total of 8 samples) includes labor
and O&M costs, which are estimated at $303 per andytica sample. Since laboratories only have to
andyze aset of IPT samples once per method version, the number of |aboratories expected to analyze
IPT samples were evenly distributed over a 3-year period to estimate burden hours and costs per year
(e.g., laboratories seeking approva for one method, 40 |aboratories/3 years = approximately 13
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labslyear; |aboratories seeking approval for two methods, 20 |aboratories/3 years = gpproximately 7
laboratories per year). Codts for dl laboratories (40 laboratories) analyzing one set of IPT samples (for
one method version) (labor cost + O&M cost = $ 2,420) are estimated at $32,267 per year. Costs for
al laboratories (20 laboratories) andyzing two sets of IPT samples (for two method versions) (labor
cost + O& M cost = $4,840) are estimated to be $32,267 per year (this represents twice the samples
as the one-method laboratories, but dmost haf the number of laboratories).

The cogts associated with the on-site evauation for al |aboratories applying for EPA
recognition of one method version (approximately 13 laboratories per year) are estimated at $10,067
per year. The costs for dl |aboratories applying for laboratory capability recognition of two method
versions (gpproximately 7 laboratories per year) are estimated at $6,400 per year.

Cost estimates associated with the andysis of OPT samples every four monthsincludes al labor
and analytical costs associated with the actua process of andyzing and documenting the data for each
set of OPT samples. Labor and costs are estimated at $303 per andytica sample. Costs for all
laboratories andyzing one set of OPT samples every four months (for one method version) are
estimated $72,600 per year. Cogts for dl laboratories using two method versions (which require two
sets of OPT samples every four months) are estimated at $72,600 per year (this represents twice the
samples as the one-method |aboratories, but amost half the number of |aboratories).

6(c) Estimating Agency Burden and Costs

Below are Agency burden hours and associated financial costs pertaining to implementation of
the Laboratory QA Program. For a specific breakdown of burden hours and financia cogts, refer to
the Agency Burden tablein Appendix C. Costs and burden hours are broken out based on activities
completed by the Agency and supporting contractors. Based on the 2001 GS schedule for the
Washington DC/Bdtimore area and the standard government benefits multiplication factor of 1.6, EPA
estimates an average hourly cost of $67.36/hour for Agency legd staff, $57.25/hour for Agency
management staff, $34.00/hour for Agency technicd staff, and $14.77/hour for Agency clerica staff.
Based on the published schedule of contractor labor rates for the years covered by this program, the
average |oaded burden hours and costs for contractor labor were estimated at $132.50/hour for expert
staff, $69.08/hour for management staff, $58.32/hour for technical staff, and $23.44/hour for intern
gff. |

Agency burden is estimated based on the [abor hours associated with performing each task per
laboratory seeking laboratory capability recognition. Hours and costs are then mulltiplied by the
estimated number of respondents and added to the capitd and O&M costs. The burden associated
with each information collection task is shown in a separate row of the burden table. It is estimated that
60 |aboratories (approximately 20 |aboratories per year) will seek EPA recognition under the
Laboratory Quality Assurance Evauation Program. Three of the tasks (development and maintenance
of a QC database, development of application materids, and development of on-gte evauation
checkligts), are not affected by the number of |aboratories seeking EPA recognition because these costs
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and labor hourswill be incurred independent of the number of Iaboratories participating in the program.

To facilitate data storage and data review, the Agency will develop and maintain a QC
database. To reduce the burden hours and costs associated with database devel opment, the database
will be deveoped by modifying an existing Cryptosporidium results database that serves asimilar
function. The costs of developing the database are amortized over three years to estimate the burden
hours and costs per year. The Agency burden associated with development of the QC database is
estimated at 123 labor hours and atotal Agency cost of $7,370 per year.

The Agency will develop application materids, which will include an explanation of the approva
process, alist of required materids for the participation gpplication, and an application form, to ensure
that the laboratory understands what to submit. Since the gpplication materias will only need to be
devel oped once, the labor hours and costs were distributed over three years to estimate the labor hours
and codts per year. The Agency burden associated with development of gpplication materidsis
estimated at 16 labor hours per year and a cost of $950 per year.

The Agency will review the |aboratory participation gpplications to ensure that dl the required
information has been submitted and that each laboratory applicant has the necessary experience and
qudifications to acceptably andyze water samples for Cryptosporidium. The labor hours and costs
associated with this task include reviewing the laboratory application and notifying the laboratory if their
gpplication is acceptable or requires submission of additiona information. Since each laboratory will
only be required to submit an gpplication one time, the number of |aboratories expected to seek EPA
recognition is evenly distributed over three yearsin order to determine labor hours and costs per yesar.
The Agency burden associated with review of laboratory participation gpplicationsis estimated at 110
labor hours and a cost of $6,601 per year.

To test the ability of the |aboratory to acceptably analyze water samples for Cryptosporidium,
the Agency will digtribute IPT and OPT samples to the |aboratories participating in the Laboratory
Quadlity Assurance Evauation Program. The labor hours and costs associated with this task include
notifying laboratories when they will receive their next samples, preparing the samples, and shipping the
samples to the laboratories. All the capital startup costs associated with preparing the performance
testing samples are included in the costs of preparing the IPT samples. Since each [aboratory will only
be required to analyze IPT samples once per method version, the number of |aboratories expected to
andyze IPT samplesis evenly digtributed over three years in order to determine [abor hours and costs
per year The Agency burden associated with preparation of IPT samplesis estimated at 80 |abor
hours per year and a cost of $6,054 per year. The Agency burden associated with preparation of the
OPT samplesis estimated at 540 labor hours per year, and atotal Agency cost of $64,187 per year.

The Agency will develop checklist to be used for the on-Site evaluation of laboratories to
ensure that |aboratory eval uations were comprehensive and congstent. Since the checklists only need to
be developed once, the labor hours and costs were divided by three years to estimate the labor hours
and codts per year. The Agency burden associated with development of checklist for on-gite
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evauationsis based on 24 labor hours and a total Agency burden of $1,437 per year.

The Agency will perform on-Ste evauations of each |aboratory to determine if the |aboratory
has the required equipment and facilities, has an gppropriate QC program in place, and is performing
the method properly. Labor hours and costs include scheduling the on-site evaluation, trave,
conducting the evauation, documenting the results of the evauation, notifying the laboratory of the
results of their evaluation, and tracking the progress and costs of these activities. The Agency burden
associated with performing on-site evauations is estimated at 2274 |abor hours per year and a cost of
$236,718 per year.

The Agency will review the IPT data submitted by the |aboratory to verify that the data
submission is complete, the method requirements were met, and that the laboratory’ s performance was
acceptable. After the review is complete, the Agency will notify the |aboratory whether their
performance on the IPT samples was acceptable. The Agency burden associated with reviewing 1PT
datais estimated at 100 labor hours per year and a cost of $6,126 per yesr.

On an ongoing bass, the Agency will review OPT data submitted by the |aboratories to verify
that the data submission is complete, the method requirements were met, and that the laboratories
performance was acceptable. The labor hours and costs associated with reviewing these data include
data entry into the QC database, automated data review, and notification of the laboratory regarding
the results. The Agency burden associated with reviewing OPT datais based on an estimated 270
labor hours per year and a cost of $16,639 per year.

The Agency will prepare and ditribute at least three times per year and updated report on the
dtatus of the laboratories that will be participating in the Laboratory QA Program. The labor hours and
costs associated with these reports include generation of the reports and posting of laboratory status on
an EPA website. The Agency burden associated with the status reports is based on and estimated 12
hours per year and a cost of $714 per year.

6(d) Esimatingthe Respondent Universe and Total Burden and Costs

The affected entities include public and private water testing laboratories. EPA estimates that
60 |aboratories (approximately 20 |aboratories per year) will seek EPA recognition under the
Laboratory QA Program and that approximately 45 of these laboratories will be approved. The
respondent total burden and cost are provided in the Total Respondent and Agency Burden Tablesin
Appendix D and are described in greater detail in Sections 6(a) - 6(C).
6(e) Bottom Line Burden Hoursand Cogt Tables

(i) Respondent Taly

Refer to the burden table in Appendix D titled, Total Respondent and Agency Burden Tables,
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for a specific breakdown of the respondent costs. The Laboratory QA Program will affect
gpproximately 60 respondents (20 laboratories per year). The respondents will engage in 4 different
tasks (refer to Section 4(b)(ii)) involving 4347 labor hours and costing approximately $113.600 per
year for labor. Respondents will invest $0.00 per year in capita/start-up costs and $123,380 per year
in O&M costs.

(i) Agency Tally

Refer to the burden table in Appendix D titled, Total Agency and Agency Burden Tables, for
asummary of Agency costs. Nine Agency tasks are associated with the Laboratory QA Program.
These tasks will involve gpproximately 3399 labor hours annudly resulting in a cost of $258,689 per
year for labor. The Agency will invest gpproximately $16,900 per year in capital/start-up costs and
$71,210 per year in O&M costs.

6(f) Reasonsfor Changein Burden
Not gpplicable
6(g) Burden Statement

The reporting and record-keeping burden for this collection is estimated to average 72 hours
annually per laboratory (the combined total hours per year for one and two method |aboratories divided
by 60 |aboratories).

Burden meansthe total time, effort, or financial resources expended by persons to generate,
maintain, retain, or disclose or provide informetion to or for a Federa agency. Thisincludes the time
needed to review ingructions, develop, acquire, ingal, and utilize technology and systems for the
purposes of collecting, validating, and verifying information, processing and maintaining informeation, and
disclosing and providing information; adjust the existing ways to comply with any previoudy gpplicable
ingructions and requirements; train personnd to be able to respond to a collection of information;
search data sources, complete and review the collection of information; and transmit or otherwise
disclose the information. An agency may not conduct or sponsor, and a person is not required to
respond to, a collection of information unlessit displays a currently vaid OMB control number. The
OMB control numbers for EPA’sregulations are listed in 40 CFR Part 9 and 48 CFR Chapter 15.

Send comments on the Agency's need for thisinformation, the accuracy of the provided burden
edimates, and any suggested methods for minimizing respondent burden, including through the use of
automated collection techniques to the Director, Office of Information Collection, Office of
Environmental Information, Collection Strategies Divison, U. S. Environmenta Protection Agency
(2822T), 1200 Pennsylvania Avenue, NW, Washington, D.C. 20460-0001; and to the Office of
Information and Regulatory Affairs, Office of Management and Budget, 725 17th Street, NW,
Washington, DC 20503, Attention: Desk Officer for EPA. Include the EPA 1CR number and OMB
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control number in any correspondence.
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